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SUMMARY: The Food and Drug Administration’(FDA) is~“announ&ng’~the 
” _,z - . -. * 1 ;. 

,.,,,z:. _< _,; ,,__ ,, \_I..h. 
availability of a guidance for industry and clinical investigators entitled “The 
Use of Clinical Holds Follqwing dlinlical Investigator~~iscbnduct.“~.~i;~~“ .-a,‘..‘, ” ..a ii ._( A;“> __ 

‘_ ,^ . . ‘_ : : : ~: - 
guidance provides information on FDA,‘s use of its authority to impose ‘a ” 

: 

/_ ‘I ~.” 1’” Q”_., _, ’ ‘,:_;_ j ‘I, .” : 
clinical hold on a study if FDA finds”that a clinical investigator cbnd~u@ti”ng~ ‘- _ *’ “” . . l,* ,;+ i ,s’~:w,r”‘~ >“‘, 11 i_, b:- .“> ,$*::I~“. ,~..i+,. 2: ,, I,. i ,,( ̂ \S 
the study has committed serious violations ofour regulations pertaining to $, : ‘,(.4, . . .,_* 
clinical trials involving human drug ‘or biologioal products &c has stibmitted : !. e. \ :r,” >“, ,; ,$ ,‘ ,’ ,-.i ,,,. IX . I 1 
false information to FDA or to the study’s sponsor in any report. The guidance * ’ _^, ” SW. /:-I I”‘, ‘, _,, ;. ,” ,,/_ ,,: : ,~: ,, .-.. 
is intended to inform interested persons of‘the circumstances..i~‘~~ich “$e may . ‘.e ‘,., I_. ., ,1” .,,_ ,~ ~~ 
impose a clinical hold following the. discovery of a dlinioa’l investigatok’s 

*., ,..*, ,” “< ‘i.il*irr.* s. I ^ r .~ __ 
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misconduct and the steps we might take to protect human subje&s‘nom’ ’ 
_I,. _A. ..^ 

;j 5. .’ /j ,_ , 
investigator misconduct. 
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DATES: Submit written or electronic” czomments on agency guidances Iat any ,,< 

.  .  .  , )  

time. 
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ADDRESSES: Submit written requests for single’&pies of the.guidanG to the ” 
.) I .* i , x ) _Ij : I __. , i. , : ,_ 

Division of Drug Information (HFD-2:40), Center for Drug Evaluation’ a,nd ;. I._’ * ii _ _, ̂ ,“‘,dI ; ,:- .,_ I ,. -_. ., 
_ _/,. , 

Research, Food and Drug Administration, 5600 Fishers,&ane, Ro&ville, ;r\;lD .. “‘Y ‘. a _ : I .; . . , (\ ;_ ,~ .sz ; ,/ .) _ 
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Submit written comments on the guidanck to the divisio-n~of,~b9ck~ts”~ .:. 7.’ -.’ ::-‘I.; *,;(,t’ ’ *‘, : ‘ ., / 

.I ,.:, I ‘:;,.;, ;,. ,, ,‘ .*, ‘, ._ : <-!‘_ 1 ) 

<p c.;>:;z,. A”, :,+, ::i . . h,*>&~& *\*~:.#;,~ 
Management (HFA-305), Food and Drug Administration, 5630 Fishers Lane, 

“ii.!, ‘, r~\l.r”r.,i.ii,ii,,~ G, ’ 2, .‘. 
_ - li>, s,_, -/. 

., .: .^ ” ““be, 

FOR FURTHER INFORMATION CONTACTi Rachel ~Behrman, Center”for Drug*” ‘I’ ̂ *’ ’ .- I ; ?’ i ( .,* ; ^ , 

6347. 

SUPPLEMENTAR’/ 

I. Background 

investigators entitled “The Use of Clinidal HoAds FolIo$&g’ Clinic% 
_,&“. *‘“_. ,,* _“‘_,. .,^. . a* 

” ;-,,.:-. : .* The guidance provides infor;liatiGgon’,;&; ;-+&q?T,‘.~ .I?:-.“* :s : , : .,I i’ “. ,__ ( _: .,,, ,.’ ,I., 1 
Investigator Misconduct.” 

~ .,~-;>.~>,.-~& ,r>. I 
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_j _ ,,‘/ g- ;i;~~~i,;qB,.~-i:;,‘;,~,‘i~~~ $;,.;!‘,::.P j _--, * -> ” ‘i: “I 
our authority to impose a clinical hold’on ‘a study ‘or a study ‘site if FDA finds 

” 1 
..‘I )* ._ -.,: 5. 
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1  I ,  . , .  i ;  I  *_ ;  _  x  ‘I _ ,  ~  ‘>, j , :  L  v . .  /  , * , *  , ,_ ,  “/ _ .  * * _ _  ,>*  , : . . .^d._  ‘,. .  

in  any  requ i red  repor t. T h e  gu idance  is in tended  to  inform  interested cersons  ” ’ ,I_ . _ i  .I.‘” / “‘.I .“ “‘_ , 5  ;; 7 , _ I ” ,:- : jJ, _ ;_  \i$i,- ), : “, a ,.:: .s, ,,,. j. ; .i 
,o f th e  c i rcumstances in  wh ich  w e  m a y  impose  a  cl in ical  h o i &  fo l l o$ng% e  ^  : .-. 1  -, ‘.;. ’ , 2 . * 2  $ ‘~ ,-., .*, ,G ). I,,- _ i  _ , i. : 
d iscovery  o f a  c l in ical  invest igator’s m isconduct  a n d  th e  stehs w e  m igh t take  ‘. _  -  -I ,, :I , .) 
to  p ro tec t h u m a n  subjects from  invest igator  m isconduo t. -  

_ % ” ,. !_  .;~ . L  i -< , i ’ / : . . . j I,,.“.,, ~  I” ..-y\ii”b . i I ,-: I /,I. I” (. 
., ,_  . _ ,,,.),_  ““, (. -.,, ,. ,.. /_  ,,I I? (  -“o  l,d  ‘” 1 , * _ ’ 

In  th e  Federa l  Reg is te r  o f A u g u s t 2 7 , 2 0 0 2  (67 .FR’5 5 0 2 5 ) , I? @ ?  & & & c ~ ~  “- ‘* ‘- ‘. ., i (  r, /_  -, i ‘> , ;;/“,“- .” i . . \_ i  ., I -, , $ 7  8 . 
, <  ;z,,<  a  “7  ,‘* 2 &  ~ ~ j;i,i+  ..&  -4 . .“- *g -& : ..‘I th e  avai labi l i ty  o f a  d ra ft vers ion  d fif;g  g u r d a n c &  .,e n tT~ ~ ~ ~ .~ “~ ~ ~ ~ ~ ~ ~ ~ ~ lf; .B n i;a l  & . j, _ ^ , ““i., 

“X . S B ,&  r,-.,l‘,.““ir,;,i,~ , ,; 7 ’ , “! 4 ‘,&  :,yv~ + ;.- .> ,<  j : 8 . ‘. . / ^  ,, _ ,I_ _  :: iI :* . ‘i j, :,~  
Ho lds  Fo l low ing  Cl in ical  Inves tig a to r  ‘M isconduct .” T h e  A u g u s t’2 0 b Z ’$ d a n ~ e  ’ 

I :4  ._  ‘, c 
..i ,^  : ,- ,,_  ,I, .,&  ‘Z*., ‘I “,. .“j .I .d  ,,) :^  L ,. ‘. . . ,: _  _ _  _ _ _  t. ., ,I *L  ,.^ ’ _ a  

gave  in terested pe rsons  a n  o p p o r tun i ty to  submi t c o m m e n ts th r o u g h  N o v e m b e r  
. _ /?  

., x”. ,:z’ (8  )I)_ , : ./) ‘;,,.;.,. ;, I : ..( I, 3 .; p , .,‘“. , ;i ,, ,/_ -  I 2 5 , 2 o 0 2 . A ll c o m m e n ts rece ived  du r ing  th e  c o m m e n t p ;rio;fl~ ~ /& x &  “‘ill> : .? .j l? . . . . ‘ *i :,‘.” ,I, .. I /” 
,/, / ,“‘7 ,.~ .,‘.~ rs ,I (  .,; < i : // I _ ./1 )“ .,I .) .~ .\; i‘p -2  .. ;:* .. x -e  -1  ^ .S  .;,. 4i, i l 1  ~ .,^ .. ,-(*,,,;- ‘,> ‘ ~ lt ,“, I j  ̂  ;_  2 , .;, ;“,. .j II ,_  -:: “\,.S  .,: _ .- i,, ,~ . 2  , _  

ca re ful ly rev iewed  a n d , w h e r e  approp r ia te , i ndo rpo ra te d  in  th e  g u i d a n & L  A s -’ 1 . ‘̂ ‘-.*’ ” 
j .:\.-. :, < ’ ;- 

%  ,). ill. .- .“” ,.-_ . _  I Y  ” 
j ,. 

a  resul t  o f th e  pub l ic  c o m m e n ts a n d  ed i tor ia l  changes , th e  gu idance  is c learer  
^ , --+  /I 

_ l_ . ,I : :, ” . r, .!. j ^“_ ,/ ‘,,y‘ ,^ _  J I” il.. -,: .*.-c /_  +  , 
th a n  th e  d ra ft vers ion,  

.r,-‘, l i_(  I :‘-” ,, ., 9  iI ., j,: . ;, ‘,( .I .j ,I _ .. _ _  ,, ;r~ ( . , “Z’.’ ‘{ . r  .’ 
(, .* \ a >  .+ & -, 2  f..‘~ $ & ,& ~ -I :“,““” .‘;. :, r rLl l  ,;c- i e ~ ,~ (,r 

T h e  gu idance  con ta ins  inform a tio n  col lect ion provis ions- that  a re  subject  
:7 ;.,, i ,. 1  ,p  ,” ,: 

,  

:  j , .  /  
I . - .^  ,.‘~ i ‘F’ .;. “;, t::,~ ., x . :  ‘,: -” ;  I /  L ,  .‘ , ,  , / .  _  \,_  I y  _ , . . _ ./< , _ , “,A *; ,/,,, “ii _ ,_ , i ,,_ , L I 1 1 ”4  Z .,’ *‘::..-x .* _ ; ;. 

to  rev iew by  th e  O ffice o f M a n a g e m e n t a n d  B u d g e t ( O K D ”)under  th e  I+pe rwo rk  
; e -2  J j L >  . j 

,‘_  ~ ‘~ ‘,‘.’ ,-.:> , ? > . .: ‘ _ ,,_  .; i --, 
R e d u c tio n  A ct-of 1 9 9 5  (44  U .S .C. 3 5 6 1 - 3 5 2 0 ) . T h e  c o & & i o n s  & inform a tio n  ‘. -  ” 

‘_ 1 .  ‘, *. I” i. “, -: ” :I t ,. : , 
p ro tec t h u m a n  & & j& s 

” /‘ 
cur ren t th ink ing  o n  th e  use  o f c l in ical  ho lds  to  

,, 
,,“.‘ ,a  ._ /*,. , ,I_  ” ,_ , :; : ‘;:.;-& :~ A , .,:.,i :,d ,-,I~ ;~ ;. .,J~ ~ d ;~ ,.~ & ..+ ; + .“‘1 ^  , I ..:) I 

fo l low ing  cl in ical  invest igator,  m iscond~uc t in, a  cl ini& l ‘t& l 
\& . ‘: :_ , & ,;,Q .& .: g  , : 2 : :.;, ,g .%  :,u .y> . ‘” < .; .:: .; .; -,.. *:‘: 

o f a h u m a n  d rug  
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o r  b io log ica l  p roduc t. It does  n o t c rea te ” o r  con fe r ,~ a n y  r ights fo r  o r  o n  any  
I i :I : , 
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-  :. < , I’m ’ f ,, b ’ (5 , _ : 1 ,’ A .., :,...: : 
pe rson  a n d  does  n o t o p e r a te  to  b ind  ‘P I’% %  or  th e  publ ic :  A n  al ternat ive 
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4 _...“,‘ ;_ “” . .),I ,/ “jJ “Y ‘, ., _ 
not intend thjs document to be all-inclusive,.and’ye cautions th,at:not af‘ ‘- ‘--” ‘. . ‘; : ,I ;., “S ,.- _. ,..;‘i c _, ,- .x 
information may be applicable to all situations. “The ‘document iGntended to ” ‘. , ,, _, I \ 2, l-l.& > c_. ^I ,,.~, __“, ,‘, ..L. . . 
provide information and does not set forth re$.rirements.‘ i ‘. 
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II. Comments “, : ,_I_ , : 
Interested persons may submit i. the Di*ision 6f Docke~~,.~al;age~~~~,(~~e :, ‘1 

,.: _‘,‘. ~” “, I 

ADDRESSES) written or electronic-comments on the guidance at any time. Two . . .&.X.l I i 
paper copies of mailed comments are to be submitted, except that individuals ’ ; ,, . ,.~,L.‘ _,‘IXr_, _,~_. IS‘ r”. ,, . . -._, 
may submit one paper copy. Comments are to be identified -with the docket ‘. .. . . *,_- - )S ’ .’ .*/ ‘i.,;,$~,-“+ ‘3 / j I ‘; ,_, \ ,.,,.; *, ,_ : i 

: *3>-- *i, ,_ I‘ /<. ,. ‘.) number found in brackets in the heading of this document. Thegr!$dance and )’ 
,I^ , 

received comments 

between 9 a.m. and 

may be seen in the Division of Dockets Management- “i. 
4 p.m., Monday through Friday. ‘. 
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